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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1-6,16-19, 21-23, and 25-26 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over US 6,551 ,672 to Hessok in view of US 6,645,191 to Knerr et al. 

In the specification and figures, Hessok discloses a container substantially as 
claimed by Applicant. 

With regard to claims 1 , 5, 6, 16-19 Hessok discloses a container having a wall 
structure with at least one polymer material wherein the polymer material comprises a 
cycloolefin polymer or a cycloolefin copolymer (see column 6, lines 18-34). The 
container is suitable for medical substances. 

Hessok does not specifically disclose that the container comprises an acid. Knerr 
discloses a multi-chambered polymer container for dialysis solutions comprising at least 
two chambers 2, 3, separated by seal 4, wherein compartment 3 comprises 
concentrated hydrochloric acid and compartment 2 comprises glucose solution, a 
carbohydrate (see column 4, lines 40-53). Therefore, it would have been obvious to 
provide the container disclosed by Hessok with an acid solution as disclosed by Knerr, 
since Hessok discloses that the container is suitable for medical solutions, and the 
solutions in the container disclosed by Knerr are for a medical purpose. 
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With regard to claims 2-4 and applicant's limitations drawn to the performance of 
the cycloolefin polymer during specific tests, it is the position of the Examiner that since 
Hessok discloses the same material, the polymer disclosed by Hessok necessarily 
generates the same results from the claimed tests. That is, since Hessok discloses the 
claimed material, the burden rests with the Applicant to prove that the material disclosed 
by Hessok is materially different, and performs differently under the claimed tests, in 
order to distinguish the instantly claimed material from that disclosed by Hessok. 

With regard to claims 21 and 26, the cited prior art suggests the method of 
providing the claimed container and storing a medical solution therein. 

With regard to claim 22, the cited prior art suggests the claimed system, since 
the system comprises only the claimed container. 

With regard to claim 23, Knerr discloses that the apparatus may comprise a third 
compartment (see column 4, lines 10-31) that may comprise a water reservoir. Knerr 
discloses that the compartments may comprise a glucose concentrate and an acid 
component that comprises electrolytes (see columns 3-4). Therefore, it would have 
been obvious to provide the container disclosed by Hessok with an acid solution as 
disclosed by Knerr, since Hessok discloses that the container is suitable for medical 
solutions, and the solutions in the container disclosed by Knerr are for a medical 
purpose. 

With regard to claim 25, Knerr discloses that the claimed container is used to 
provide dialysis treatment, suggesting the treatment method claimed by applicant. 
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3. Claims 8-1 0 and 1 2-1 5 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over US 6,551 ,672 to Hessok in view of US 6,645,1 91 to Knerr et al, 
further in view of US 6,713,165 to Karsten. 

In the specification and figures, Hessok and Knerr suggest the apparatus 
substantially as claimed by applicant. 

With regard to claims 8 and 9, the cited prior art fails to specifically define the 
polymer material. Karsten discloses a multilayer polymer structure that may be used for 
medical containers (see column 9, lines 1-10), wherein one of the layers may comprise 
a cycloolefin copolymer that is amorphous and based on cycloolefins (see column 3, 
line 45 to column 4, line 17). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to use the materials disclosed by Karsten in 
the medical fluid container suggested by the prior art since it has been held to be within 
the general skill of a worker in the art to select a known material on the basis of its 
suitability for the intended use as a matter of obvious design choice. See MPEP § 
2144.07. 

With regard to claims 10, 12, and 13, Karsten discloses that the structure may 
comprise several layers, one of which may comprise EVOH (see column 5, lines 55-60). 
Since Applicant discloses that EVOH has a high water uptake, it is the position of the 
Examiner that the EVOH disclosed by Karsten necessarily has a high water uptake as 
claimed by applicant. It would have been obvious to one having ordinary skill in the art 
at the time the invention was made to use the materials disclosed by Karsten in the 
medical fluid container suggested by the prior art since it has been held to be within the 
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general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. See MPEP § 21 44.07. 

With regard to claim 1 1 , Karsten discloses that the layers of the multilayer 
polymer structure, one of which includes cycloolefins, may be disposed in various 
configurations depending on the application of the container (see column 9, generally). 
Hessok discloses that the container comprises cycloolefins that contact the contents of 
the container (see, generally, column 6). As such, the cited prior art reasonably 
suggests to one having ordinary skill in the art that the polymer layer comprising 
cycloolefins may face the interior of the container if needed. 

With regard to claims 14 and 15, Karsten discloses that the film may be made of 
multiple layers of coextruded film (see column 8, lines 5-6) that may comprise 
polyethylene, cycloolefins, and polyamides (see column 5, lines 42-65), arranged as 
needed for the desired application. Accordingly, the cited prior art reasonably suggests 
the configuration claimed by applicant. 

4. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
6,551 ,672 to Hessok in view of US 6,645,191 to Knerr et al, further in view of US 
5,211,643 to Reinhardt etal. 

In the specification and figures, Hessok and Knerr suggest the apparatus 
substantially as claimed by applicant. 

With regard to claim 24, the cited prior art fails to specifically recite that the 
concentrates within the container comprise pH values that, after mixing, result in a 
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solution in the claimed pH range. Reinhardt discloses a multi-chambered dialysis 
solution container wherein the concentrates are selected to provide a mixed solution 
with a pH of about 7.6 in order to provide a dialysis solution with a physiological pH 
value (see, generally, column 4). Therefore, it would have been obvious to one having 
ordinary skill in the art at the time of invention to select concentrates with appropriate 
pH values as disclosed by Reinhardt to place in the container suggested by the cited 
prior art in order to provide a dialysis solution with a physiological pH, as taught by 
Reinhardt. 

5. As an alternative to the rejection above, claims 1-6,16-19, 21-23, and 25-26 are 
rejected under 35 U.S.C. 103(a) as being unpatentable over DE 19916141 to Jacobs in 
view of US 6,645,191 to Knerretal. 

With regard to claims 1 , 5, 6, 16-19 Jacobs discloses a container having a wall 
structure with at least one polymer material wherein the polymer material comprises a 
cycloolefin polymer or a cycloolefin copolymer (see English language abstract). The 
container is suitable for medical substances. 

Jacbos does not specifically disclose that the container comprises an acid. Knerr 
discloses a multi-chambered polymer container for dialysis solutions comprising at least 
two chambers 2, 3, separated by seal 4, wherein compartment 3 comprises 
concentrated hydrochloric acid and compartment 2 comprises glucose solution, a 
carbohydrate (see column 4, lines 40-53). Therefore, it would have been obvious to 
provide the container disclosed by Jacobs with an acid solution as disclosed by Knerr, 
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since Jacobs discloses that the container is suitable for medical solutions, and the 
solutions in the container disclosed by Knerr are for a medical purpose. 

With regard to claims 2-4 and applicant's limitations drawn to the performance of 
the cycloolefin polymer during specific tests, it is the position of the Examiner that since 
Jacobs discloses the same material, the polymer disclosed by Jacbos necessarily 
generates the same results from the claimed tests. That is, since Jacbos discloses the 
claimed material, the burden rests with the Applicant to prove that the material disclosed 
by Jacbos is materially different, and performs differently under the claimed tests, in 
order to distinguish the instantly claimed material from that disclosed by Jacobs. 

With regard to claims 21 and 26, the cited prior art suggests the method of 
providing the claimed container and storing a medical solution therein. 

With regard to claim 22, the cited prior art suggests the claimed system, since 
the system comprises only the claimed container. 

With regard to claim 23, Knerr discloses that the apparatus may comprise a third 
compartment (see column 4, lines 10-31) that may comprise a water reservoir. Knerr 
discloses that the compartments may comprise a glucose concentrate and an acid 
component that comprises electrolytes (see columns 3-4). Therefore, it would have 
been obvious to provide the container disclosed by Hessok with an acid solution as 
disclosed by Knerr, since Jacobs discloses that the container is suitable for medical 
solutions, and the solutions in the container disclosed by Knerr are for a medical 
purpose. 
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With regard to claim 25, Knerr discloses that the claimed container is used to 
provide dialysis treatment, suggesting the treatment method claimed by applicant. 

6. Claims 8-1 0 and 1 2-1 5 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over DE 19916141 to Jacobs in view of US 6,645,191 to Knerr et al, 
further in view of US 6,713,165 to Karsten. 

In the specification and figures, Jacobs and Knerr suggest the apparatus 
substantially as claimed by applicant. 

With regard to claims 8 and 9, the cited prior art fails to specifically define the 
polymer material. Karsten discloses a multilayer polymer structure that may be used for 
medical containers (see column 9, lines 1-10), wherein one of the layers may comprise 
a cycloolefin copolymer that is amorphous and based on cycloolefins (see column 3, 
line 45 to column 4, line 17). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to use the materials disclosed by Karsten in 
the medical fluid container suggested by the prior art since it has been held to be within 
the general skill of a worker in the art to select a known material on the basis of its 
suitability for the intended use as a matter of obvious design choice. See MPEP § 
2144.07. 

With regard to claims 10, 12, and 13, Karsten discloses that the structure may 
comprise several layers, one of which may comprise EVOH (see column 5, lines 55-60). 
Since Applicant discloses that EVOH has a high water uptake, it is the position of the 
Examiner that the EVOH disclosed by Karsten necessarily has a high water uptake as 
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claimed by applicant. It would have been obvious to one having ordinary skill in the art 
at the time the invention was made to use the materials disclosed by Karsten in the 
medical fluid container suggested by the prior art since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. See MPEP § 21 44.07. 

With regard to claim 1 1 , Karsten discloses that the layers of the multilayer 
polymer structure, one of which includes cycloolefins, may be disposed in various 
configurations depending on the application of the container (see column 9, generally). 
As such, the cited prior art reasonably suggests to one having ordinary skill in the art 
that the polymer layer comprising cycloolefins may face the interior of the container if 
needed. 

With regard to claims 14 and 15, Karsten discloses that the film may be made of 
multiple layers of coextruded film (see column 8, lines 5-6) that may comprise 
polyethylene, cycloolefins, and polyamides (see column 5, lines 42-65), arranged as 
needed for the desired application. Accordingly, the cited prior art reasonably suggests 
the configuration claimed by applicant. 

7. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over DE 
19916141 to Jacobs in view of US 6,645,191 to Knerr et al, further in view of US 
5,211,643 to Reinhardt etal. 

In the specification and figures, Jacobs and Knerr suggest the apparatus 
substantially as claimed by applicant. 
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With regard to claim 24, the cited prior art fails to specifically recite that the 
concentrates within the container comprise pH values that, after mixing, result in a 
solution in the claimed pH range. Reinhardt discloses a multi-chambered dialysis 
solution container wherein the concentrates are selected to provide a mixed solution 
with a pH of about 7.6 in order to provide a dialysis solution with a physiological pH 
value (see, generally, column 4). Therefore, it would have been obvious to one having 
ordinary skill in the art at the time of invention to select concentrates with appropriate 
pH values as disclosed by Reinhardt to place in the container suggested by the cited 
prior art in order to provide a dialysis solution with a physiological pH, as taught by 
Reinhardt. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LESLIE R. DEAK whose telephone number is (571 )272- 
4943. The examiner can normally be reached on Monday - Friday, 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1 115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leslie R. Deak/ 
Primary Examiner 
Art Unit 3761 
18 April 2008 



